
IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



PATENT 

Attorney's Docket No.: 16614-030001 



Applicant: 
Serial No.: 
Filed: 
Title 



Thomas E. Tarara et al. 

10/612,393 

July 3, 2003 

ENGINEERED PARTICLES AND METHODS OF USE 



Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

DECLARATION OF MAILING BY "EXPRESS MAIL" 

Alan Nguyen declares as follows: 

1. I reside at: 

1468 Pomeroy Avenue 
Santa Clara, CA 95051 

and am an employee of: 

Fish & Richardson P.C. 

500 Arguello Street, Suite 500 

Redwood City, California 94063 

2. On May 11, 2004, 1 deposited in the mail, "Express Mail Post Office to Addressee" 
service of the United States Postal Service, the contents of the envelope for which "Express 
Mail" receipt No. EV 321 389 125 US was issued addressed to the Commissioner for Patents, 
P.O. Box 1450, Alexandria, VA 22313-1450. 

3. Attached hereto is a true copy of the "Express Mail" receipt No. EV 321 389 125 US. 

I hereby declare that all statements made herein of my own knowledge are true and that 
all statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made are 
punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code and that such willful false statements may jeopardize the validity of the above-identified 
application or any patents issued thereon. 



Date: May 11,2004 




Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 

Filed : July 3, 2003 

Page : 14 of 16 

Foreign Patents 



1 <1 • 
I J J, 


T7D (VllAAl 1 

r,r Uz 1 


nurope 


AT/1 1/1 QQO 


1 /O. 


wu yi/U4/ 1 j 


rL/1 


U4/ 1 of i i 


1 SO - 


wo O/i/nc^^o 
WU yH/KjojjZ 


rtl 


fM /OC/1 OQ/1 

u4/zo/iyy4 


/4j. 


WU yy/3o4y3 


rtl 


uo/io/iyyy 


246." 


WO 99/66903 


PCT 


12/29/1999 


247. • 


WO 00/00176 


PCT 


01/06/2000 


249. • 


WO 00/10541 


PCT 


03/02/2000 


250. • 


WO 00/21594 


PCT 


04/20/2000 


251. • 


WO 00/72904 


PCT 


12/07/2000 


252. . 


WO 01/00263 


PCT 


01/04/2001 


254. ' 


WO 01/95874 


PCT 


12/20/2001 



Non-Patent References 

259. Amidon, G.E., and Houghton, M.E., "Powder Flow Testing in Preformulation and 
Formulation Development" Pharm. Manuf., 2: 20-31 (1985) 

261. Ben-Jebria, Abdellaziz et ah, "Large Porous Particles for Sustained Protection from 
Carbochol-Induced Bronchoconstriction in Guinea Pigs," Pharmaceutical. Res. Vol 16 
(no.4),p.555-561 (1991) 

262. Borgstrom et al, "Lung Deposition of Budesonide Inhaled via Turbuhaler®: a 
comparison with terbutaline sulphate in normal subjects," Eur. Respir. J., p.69-73 (1994) 

267. De Young, 'The AeroDose Multidose Inhaler Device Design and Delivery 
Characteristics", Respiratory Drug Delivery VI, pg. 91 (1998) 

270. Edwards et al. Science, "Large Porous Particles for Pulmonary Drug Delivery," 
276:1868-1871,(1997) 

272. French et al., "The Influence of Formulation on Emission, Deaggregation and Deposition 
of Dry Powders for Inhalation," J. Aerosol. Sci., Vol. 27, No. 5, pp. 769-783 (1996) 

274. Gonda et al., " Characterization of hygroscopic inhalation aerosols" In: Particle Size 
Analysis, (Eds. N.G. Stanley- Wood, and T. Allen, Wiley Heyden Ltd., NY) pp. 31-43 
(1981) 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 
Filed : July 3, 2003 
Page : 15 of 16 

278. Harwood, C.F., "Compaction effect on flow property indexes for powders", J. Pharm. 
Sci., 60, 161-163 (1971) 

289. Muller, et al. "On the influence of molecular forces on the deformation of an elastic 
sphere and its sticking to a rigid plane", J. Colloid Interface Sci., 77:91 (1980) 

290. Mutterlein, et al., "New technology for generating inhalation aerosols — preliminary 
results with the piezoelectrical pocket-inhaler", J. Aerosol Med., 1:231 (1988) 

29 1 . Notter, R.H., "Physical Chemistry and Physiological Activity of Pulmonary Surfactants" 
In: Surfactant Replacement Therapy (Eds. Shapiro and Notter, Alan R. Liss Inc., New 
York) Chapter 2 pp. 19-71 (1989) 

295. Rosen, "Surfactants and Interfacial Phenomena, Second Edition" John Wiley & Sons, 
New York, pp. 326-329 (1989) 

298. Sacchetti et al., "Spray-Drying and Supercritical Fluid Particle Generation Techniques," 
Inhalation Aerosols: Physical and Biological Basis for Therapy, A.J. Hickey, ed. Marcel 
Dekkar, New York, Ch. 1 1, pg. 337 (1996) 

While this information disclosure statement may contain "material" information pursuant 
to 37 C.F.R. § 1 .56, it is not intended to constitute an admission that any patent, publication or 
other information referred to herein is "prior art" to the invention disclosed and claimed in the 
above-referenced application unless specifically designated as such. 

Applicants specifically reserve the right, where appropriate, to antedate any such 
reference by the appropriate showing under 37 C.F.R. § 1.131 and § 1.608, or any other 
appropriate means. 

To assist the Examiner, the documents are listed on the attached form PTO-1449. It is 
respectfully requested that an Examiner-initialed copy of this form be returned to the 
undersigned. 

This Information Disclosure Statement is being submitted within three (3) months of the 
filing or entry of the national stage of this application or before the first Office Action on the 
merits, whichever is later, therefore under 37 C.F.R. § 1.97(b) no fee or statement is required. In 
the event that an Office action has issued before the submission of this information disclosure 
statement, the Commissioner is authorized to charge the fee required under 37 C.F.R. 1.97(c) to 
Deposit account 06-1050. 



Applicant 
Serial No. 
Filed 
Page 



Thomas E. Tarara et al. 
10/612,393 
July 3, 2003 
16 of 16 



Attorney's Docket No.: 16614-030001 



Respectfully submitted, 



Date: 




Mary Aqb\ Dillahunty 
Reg. No. 34,576 




Fish & Richardson P.C. 
500 Arguello Street, Suite 500 
Redwood City, California 94063 
Telephone: (650) 839-5070 
Facsimile: (650) 839-5071 

50202378.doc 




Attorney's Docket No.: 16614-030001 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant : 
Serial No. : 



Thomas E. Tarara et al. 
10/612,393 



Art Unit : 1616 
Examiner : Unknown 



Filed : July 3, 2003 

Title : ENGINEERED PARTICLES AND METHODS OF USE 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 



In accordance with the duty of disclosure as set forth in 37 C.F.R. § 1.56, Applicants 
hereby submit the following information in conformance with 37 C.F.R. §§1.97 and 1.98. 

U.S. Patents 



FIRST INFORMATION DISCLOSURE STATEMENT 



Sir: 



1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 
10. 
11. 
12. 
13. 
14. 



3,014,844 
3,812,854 
3,957,964 
3,975,512 
4,161,516 
4,180,593 
4,358,442 
4,397,799 
4,404,228 
4,571,334 
4,590,206 
4,765,987 
4,818,542 
4,904,479 



Thiel et al. 
Michaels et al. 
Grim III 
Long Jr. 
Bell 
Cohan 

Wirtz-Peitz et al. 
Edgren et al. 
Cloosterman et al. 
Yoshisa et al. 
Forrester et al. 
Bonte et al. 
DeLuca et al. 
Ilium 



12/26/1961 
05/28/1974 
05/18/1976 
08/17/1976 
07/17/1997 
12/25/1979 
11/09/1982 
08/09/1983 
09/13/1983 
02/18/1986 
05/20/1986 
08/23/1988 
04/04/1989 
02/27/1990 



CERTIFICATE OF MAILING BY EXPRESS MAIL 



Express Mail Label No. EV 321 389 125 US 




Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 



Filed 


■ Julv3 200^ 






Page 


: 2ofl6 






i c 

i j. 


A Q71 707 

4,y / 1, / o / 


^neruKUTKi et ai. 


1 1 /7A/1 oon 

l i/zu/ iyyu 


1 a 
10. 


4,yy5,3o5 


Velentini et al. 


ao /oa /1 nfti 

02/26/ lyyl 


1 7 


c ai i £70 

5,U1 1,0 /o 


Wang et al. 


a a /i a/1 nni 
04/30/1991 


1 0 

lo. 


c 017 CQC 

5,03Z,5o5 


Lichtenberger 


A^7/1 A /1 AA1 

07/16/1991 


1 Q 

iy. 


^ nAO oia 
5,uoy,y3o 


Von 

Yen 


iz/u3/iyyi 


7n 

zu. 


5,1 lo,4y4 


bcnultz et al. 


AA /AO 71 AAO 

06/02/1992 


7 1 
Zl. 


c i OA 171 

5,lZo,lZ3 


Johnson 


HA/1 A AO 

06/30/1992 


77 
ZZ. 


^ 1 A^ AO/1 
D,14j,0o4 


Liversidge et al. 


AQ/AO /I AQO 

uy/Uo/iyyz 


71 
ZJ. 


D,14y,j45 


Cohen et al. 


HO/77 /1 OQ7 

uy/zz/iyyz 


OA 
Z4. 


c i to OQQ 

5,1 /3,zy<S 


Meadows et al. 


1 O /OO /1 AOO 

12/22/1992 


7C 

Z5. 


C i oo 007 

5,loZ,uy / 


Byron et al. 


A 1 /O/T /1 AAO 

01/26/1993 


zo. 


C 1 ftA AOO 

5,iyu,uzy 


Byron et al. 


03/02/1993 


z /. 


c 007 1 CO 

5,zuz,i5y 


Chen et al. 


f\A /1 T /1 AAiC 

04/13/1996 


Zo. 


C OOO 77A 

5,ZUo,ZZo 


Palmer 


AC /A A /1 AAO 

05/04/1993 


7G 

zy. 


c 07C 1 01 

5,ZZ5,lo3 


Purewal et al. 


AO /AA /1 AAO 

07/06/1993 




^ 7in 00/1 
D,Z3U,oo4 


Evans et al. 


07/77/1 OOl 

0//Z //1993 


"J 1 
31. 


C 7C/1 im 

5,Z54,33U 


uanderton et al. 


1 A 11 A /1 AA1 

10/19/1993 


17 

3Z. 


C OAn mA 
5,ZoU,3Uo 


Boardman et al. 


1 1 /AA/1 AAO 

11/09/1993 


11 
33. 


c OA7 zinc 

5,ZoZ,4U5 


Oirod-vaquez et al. 


1 1 /I /T /1 AA1 

H/16/1993 


34. 


C O0/1 ACA 

5,Zo4,o5o 


rlatz et al. 


Al /AO / 1 A A A 

02/08/1994 


35. 


C OOO CAA 

5,Z99,5oo 


Davis et al. 


A /I /A C /1 AA /I 

04/05/1994 


3o. 


C /I OO 

5,30o,4o3 


Mautone 


04/26/1994 


J /. 


c mo Aon 
5,3Uo,oZU 


Yen 


AC /AO /I AA/1 

05/03/1994 


10 
JO. 


r 1/lQ 71A 


Greenleaf, et al. 


AA/OA/1 AA/1 

09/20/1994 


1Q 

3y. 


^ 17A l^Q 
5,3 /0,JDy 


Johnson 


1 O /07/1 AO/1 

12/27/1994 


A(\ 
4U. 


c ooa < 1 o 
5,5oU,5iy 


ocneider et al. 


A 1 / 1 A / 1 AAC 

01/10/1995 


41 . 


^ A17 777 
5,45 /,Z /Z 


Furhman 


AO /Al /I AAC 

08/01/1995 


/17 
4Z. 


5,45i,5oy 


Wong et al 


AA/1 A/1 r\r\ c 

09/19/1995 


Al 
43. 


C /|7A QQC 

5,4/U,oo5 


Fuhman et al. 


1 i /O O /1 AAC 

11/28/1995 


44. 


C AHA oco 

5,474,759 


T7 1 a. t 

Fassberg et al. 


1^/1^/1 

12/12/1995 


AS. 

4 J. 


c /ton /ino 
5,4yU,4yo 


T?~.^4-1~ 1 1 —a. —.1 

raitniull, et al. 


AO / 1 / 1 f\f\ S~ 

02/13/1996 


/i A 
40. 


C ACiO AOO 

5,49Z,ooo 


Byrom et al. 


02/20/1996 


/17 

4/. 


C ca/: OOl 

5,5Uo,ZU3 


Backstrom et al. 


a /i //\ rv / 1 t\r\f 

04/09/1996 


/I 0 

4o. 


C f 1 O 7AQ 


button et al. 


Ac /^ 1 /1 f\r\s~ 

05/21/1996 


49. 


5,518,731 


Meadows 


05/21/1996 


50. 


5,518,998 


Backstrom et al. 


05/21/1996 


51. 


5,527,521 


Unger et al. 


06/18/1996 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 



Filed 


: July 3, 2003 






Page 


: 3 of 16 






59 

JZ. 


5 540 995 


ocnuii 


AO /l A/1 QQA 

0//30/1990 




5 549 015 

J, J*+Z,J7 J J 


unger ei ai. 


O0/O6/1 006 

Uo/uo/iyyo 


54 


5 547 656 


Unger 


AO /OH/1 OQ6 

oo/zo/ 1 990 


55 


5 569 60R 


ocKins ei ax. 


1 0/08/1 OQ6 
lU/Uo/1990 


56 


5 560 448 


\A/ At* fro «f r» 1 

wonge et ai. 


1 A/1 0/1 006 

1 U/ 1 9/ 1 990 


57 


5 56Q 450 


1 limn a4~ /"» 1 

jjuan et ai. 


i A/00/1 ooa 
10/29/ 1990 


58 
Do. 


5 5CO 575 


Unger et al. 


1 O /Al /1 OOA 

12/03/1996 


5Q 

jy. 


5 605 671 


ocnutt et al. 


no /O C /1 GOT 

02/23/199/ 


60 


5 605 674 


rurewai et ai. 


02/2^/199/ 


O I . 


5 619 051 
o,o IZ,UJ J 


oaicnwai 


Ol/1 8/1 007 

03/ lo/199 / 


oz. 


5 616 111 
3, 010, J 1 1 


Von 

i en 


O/l /ai /I OQ7 

04/01/199/ 




5 615 1 50 


ru i^u ei di. 


06/01/1 QQ7 
U0/U3/ lyy I 


64 


5 615 1 61 


/\Qjei et ai. 


A</A1 /1 AAO 

00/03/199/ 


65 
Oj. 


5 648 OQ5 


Ilium et al. 


A7/1 c /i aao 
0//1 j/lyy / 


66 
OO. 


5 651 Q61 


McNally et al. 


AO /AC /I AAT 

0o/05/1997 


67 


5 651 Q69 


Akehurst et al. 


AO /AC /I ftftl 

0o705/1997 


68 


5 654 007 


jonnson et ai. 


no /Ar /i Ann 

0o70j/199/ 


6Q 


5 655 591 


raitniuii et ai. 


ao /i o /1 nm 
0o/12/199/ 


70 
/u. 


5 656 907 
J,030,zy / 


r>ernstein et ai. 


AO /1 O /I OAT 

Uo/lZ/199/ 


71 


5 658 54Q 
j,OJO, DHy 


AKenurst et ai. 


AO /1 O/l QOO 

Uo/19/199/ 


79 
/Z. 


5 65Q 907 


i atavoosian 


AO /1 A/1 AAO 

Uo/ 19/ 1997 


71 


5 667 0O0 
3,00 /,oUo 


Johnson et al. 


aa /i £L /1 

09/16/1997 


1A 


5 667 QOO 

J, oo /,ouy 


Trevino et al. 


Aft/1 /T /1 AAH 

09/16/1997 


75 

/J. 


5 677 686 
J,0 / J,050 


Villax et al. 


1 A IC\H /I ftftl 

10/07/1997 


76 
/o. 


5 674 471 
J,0 /H , ,*f / 1 


Akehurst et al. 


1 A/AO /I AA*7 
10/0 //199/ 


77 


5 674 479 


Ajcenurst et ai. 


1 A/AO/1 fiftT 

10/0 //199/ 


78 
/ o. 


5 674 471 


rurwai et ai. 


1 a/ao/1 nm 
10/0 //199/ 


7Q 
/y. 


5 676 Q9Q 
3,0 /0 9 yZy 


Akehurst et al. 


1 A/1 /I /I ftft'T 

10/14/1997 


oU. 


5 681 545 


Purwal et al. 


1 a/oo/1 ftm 

10/28/1997 


81 


5 681 676 
j,0oo,0 /O 


Akehurst et al. 


1 1 /A>l /I ftfti 

11/04/1997 


89 
oZ. 


5 681 677 
3,000,0 / / 


Purwal et al. 


1 1 lf\A / I A AT 

11/04/1997 


01 


D,Ooo, /oz 


Neale et al. 


1 1 It O It AAT 

1 1/18/1997 


84 


5 6QO 054 


ilium 


1 1 /OC/1 A A "7 

11/25/1997 


o5. 


C /ZdC n Al 

5,695,743 


Purewal et al. 


12/09/1997 


86. 


5,695,744 


Neale et al. 


12/09/1997 


87. 


5,698,537 


Pruss 


12/16/1997 


88. 


5,707,352 


Sekins et al. 


01/13/1998 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 



Filed 


Julv3 2003 






Page 


: 4 of 16 






CO 

oy. 


3,/U/,o44 


ilium 


ai /1 o /1 aao 

01/13/1998 


on 

yu. 


r 71 0 OOO 
J,/l0 3 ZZZ 


Lioya et al. 


A7 /1 7/1 AOO 

Oz/17/iyyo 


01 
y 1. 


f 71 O AO 1 

j,/io,yzi 


Mathiowitz, et al. 


/1 7/1 AAO 

02/17/1998 


QO 
yZ. 


c OOH QACi 

j, /zU,y4U 


Purewal et al. 


A7 /7 A /1 AAO 

02/24/1998 


OO 

yj. 


c 70/I 0^7 

j,/z4,yj / 


Rubsamen et al. 


AO /1 A/1 AAO 

03/10/1998 


QA 

y4. 


c 70 c O/1 1 

j, /zD,o41 


Duan et al. 


AO /I A/1 AAO 

03/10/1998 


0^ 

yj. 


c 071 

j 5 /z!),o/l 


ilium 


AO / 1 A/1 AAO 

03/10/1998 


yo. 


c 70 c O/CO 


Rubsamen et al. 


A /I /A'O / I AAO 

04/07/1998 


y /. 


c 70/; 10/1 
j,/3o,lz4 


Akehurst et al. 


A vl /A7 / I AAO 

04/07/1998 


yo. 


c ^ 1 AHO 


Osborne et al. 


A /I /O 1 /I AAO 

04/21/1998 


00 

yy. 


C 7/1 1 £00 

j,/41,jzz 


Violante et al. 


A A /O 1 / 1 A A O 

04/21/1998 


1 nn 


c 7/10 OCA 


Lronda et al. 


A A /O O / I AAO 

04/28/1998 


1 m 
1U1 . 


c 7/iO O^O 
J, /4J,ZJZ 


Rubsamen et al. 


A A /O O /1 AAO 

04/28/1998 


1 no 
lUz. 


c 7/1/1 100 

j, /44,1zj 


Akehurst et al. 


A A /O O /1 AAO 

04/28/1998 


1 no 


J, / 44, loo 


Ilium 


04/28/1998 


1 (\A 

1U4. 


C 7/17 AA1 

j,/4/,001 


Widemann et al. 


AC / AC / 1 AAO 

05/05/1998 


1 ns. 


c 7/1 7 /j/if 

S 5 /4/,44:> 


Backstrom et al. 


AC /AC / I AAO 

05/05/1998 


1 ha 


c hcc O 1 Q 


Johansson et al. 


AC /O / 1 A A O 

05/26/1998 


1 07 


^ 7^A 1 H/l 


de Haan et al. 


AC /7/T /1 AAO 

05/26/1998 


1 OR 
lUo. 


c 7/:/: C70 


rurewai et al. 


A/^/1 £/1 AAO 

06/16/1998 


1 no 
iuy. 


^ 77H 1 07 


rlasebe et al. 


A/T /OO / 1 AAO 

06/23/1998 


1 1U. 


^ 77ft OOO 
J, / /UjZZZ 


Unger et al. 


f\£L /O O /1 AAO 

06/23/1998 


111 
111. 


C 77A CCA 


Manning et al. 


Azr y> 0 / 1 r\r\ 0 

06/23/1998 


110 

1 1Z. 


C 77A CQf 


Kaufman et al. 


A/C /OO /I AAO 

06/23/1998 


1 1 J. 


^ 77/; /iq/: 


Violante et al. 


07/07/1998 


11/1 
114. 


c Qf\A OIO 

j,oU4,zlz 


Ilium 


rvrv /no / 1 Ann 

09/08/1998 


1 1 c 
113. 


roii /in/: 
j,ol 1,406 


Szoka, Jr. et al. 


09/22/1998 


1 1 A 
1 10. 


C Q 1 A (ICY! 

j,o 14,60/ 


Patton 


09/29/1998 


117 
11/. 


c 0 1 7 OHO 

j,oi /,zyj 


Akehurst et al. 


1 A/A/T / 1 AAO 

10/06/1998 


1 1 Q 

1 lo. 


C OOA OC) 


Tice et al. 


1 A/1 /I AAO 

10/13/1998 


110 

1 iy. 


c 070 /IOC 

j,ozy,43I> 


Rubsamen 


1 1 tf\"> /I AAO 

11/03/1998 


1 on 


c o-ja /ion 


Unger et al. 


1 1 /AO /I AAO 

11/03/1998 


101 
Izl. 


C OOA QCO 


Backstrom et al. 


1 1 /AO / 1 AAO 

11/03/ 1998 


122. 


5,853,698 


Straub et al. 


12/29/1998 


123. 


5,853,752 


Unger et al. 


05/29/1998 


124. 


5,853,763 


Tice et al. 


12/29/1998 


125. 


5,855,913 


Hanes et al. 


01/05/1999 



Applicant : Thomas E. Tarara et al. 
Serial No. : 10/612,393 



Filed 


• Julv3 2003 




Page 


: 5 of 16 




1 ZU. 


J, 0 JO, JO/ 


JDallU Wi> CI al. 


1 77 
Iz /. 


j 5 ojo,/o4 


ueDs et al. 


1 70 

Izo. 


j,oOJ,jj4 


ilium 


1 70 


J,o /4,U0J 


Briggner et al. 


1 ic\ 


j,o /4,U04 


Edwards et al. 


1^1 
iji. 


J,0:7 1 ,0*f*+ 


xi diner 




5 QQC HOC 

j,oVo,uzo 


Jensen et al. 


1 ^ 


J,7Zj,JJ 4 f 


xvUDin ei ai. 


1 *XA 
1J4. 


j,yjj,i4j 


Wneatley 


1 1^ 


c nor ono 

j,yoj,Juy 


Edwards et al. 


1 

1 Jo. 


r OQ/i 110 


uould-rogente et al. 


1 J /. 


o,Ul /,JlU 


Johnson et al. 


1 1Q 
1 Jo. 


o,uiy,yoo 


rlatz et al. 


1 70 


0,U41, / / / 


r aitniui 


1 /in 

14U. 


0,U4o,J40 


Sasaki et al. 


1 Al 


o,Uji,Zjy 


Johnson et al. 


1 AO 
14Z. 


0,UOo,OUU 


Johnson et al. 


14J. 


(L AO/: '3 7A 
0,UoO,J /O 


Moussa et al. 




in OAS 
0,1 1 J,:?4o 


rieatn et al. 


145. 


6,116,237 


Schultz et al. 


146. 


6,129,934 


Etan et al. 


147. 


6,165,508 


l racy et ai. 


148. 


6,416,739 


Rogerson et al. 


Foreign Patents 




149. 


AU 714998 


Australia 


150. 


CA 2036844 


Canada 


151. 


CA 2136704 


Canada 


152. 


EP 0655237 


Europe 


153. 


EP 0274431 


Europe 


154. 


EP 0372777 


Europe 


155. 


EP 0391896 


Europe 


156. 


EP 0493437 


Europe 


157. 


EP 0499344 


Europe 


158. 


EP 0513127 


Europe 



Attorney's Docket No.: 16614-030001 



01/05/1999 
01/12/1999 
01/26/1999 
02/23/1999 
02/23/1999 
04/06/1999 
04/27/1999 
07/20/1999 
09/21/1999 
11/16/1999 
11/30/1999 
01/25/2000 
02/01/2000 
03/28/2000 
04/11/2000 
04/18/2000 
05/30/2000 
07/11/2000 
09/05/2000 
09/12/2000 
10/10/2000 
12/26/2000 
07/09/2002 



11/19/1997 
08/23/1991 
05/28/1995 
05/31/1995 
07/13/1988 
06/13/1990 
03/02/1994 
08/02/1995 
10/11/1995 
07/19/1995 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 



Filed 
Page 


: July 3, 2003 
: 6 of 16 






159. 


EP 0536204 


Europe 


04/06/1994 


160. 


EP 0536235 


Europe 


01/22/1997 


161. 


EP 0539522 


Europe 


12/30/1998 


162. 


EP 0553298 


Europe 


11/17/1994 


163. 


EP 0556256 


Europe 


08/30/1995 


164. 


EP 0587790 


Europe 


01/03/1996 


165. 


EP 0588897 


Europe 


02/28/1996 


166. 


EP 0605578 


Europe 


01/10/1996 


167. 


EP 0611567 


Europe 


08/24/1994 


168. 


EP 0616525 


Europe 


09/27/1995 


169. 


EP 0653205 


Europe 


05/17/1995 


170. 


EP 0655237 


Europe 


05/31/1995 


171. 


EP 0656206 


Europe 


06/07/1995 


172. 


EP 0658101 


Europe 


06/21/1995 


173. 


JP 03038592 


Japan 


02/19/1991 


174. 


UK 2065659 


United Kingdom 


07/01/1981 


175. 


WO 91/04011 


PCT 


04/04/1991 


176. 


WO 91/04715 


PCT 


04/18/1991 


177. 


WO 91/11173 


PCT 


08/08/1991 


178. 


WO 91/12823 


■ PCT 


09/05/1991 


179. 


WO 91/16444 


PCT 


10/31/1991 


180. 


WO 91/16882 


PCT 


11/14/1991 


181. 


WO 92/00107 


PCT 


01/09/1992 


182. 


WO 92/1 1050 


PCT 


07/09/1992 


183. 


WO 92/14444 


PCT 


09/03/1992 


184. 


WO 92/18164 


PCT 


10/29/1992 


185. 


WO 93/1 1744 


PCT 


06/24/1993 


186. 


WO 93/11745 


PCT 


06/24/1993 


187. 


WO 93/14172 


PCT 


07/22/1993 


188. 


WO 94/04133 


PCT 


03/03/1994 


189. 


WO 94/08552 


PCT 


04/28/1994 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 



Filed 
Page 


: July 3, 2003 
: 7 of 16 






190. 


WO 94/08627 


PCT 


04/28/1994 


191. 


WO 95/00128 


PCT 


01/05/1995 


192. 


WO 95/05194 


PCT 


02/23/1995 


193. 


WO 95/15118 


PCT 


06/08/1995 


194. 


WO 95/17195 


PCT 


06/29/1995 


195. 


WO 95/23613 


PCT 


09/08/1995 


196. 


WO 95/24892 


PCT 


09/21/1995 


197. 


WO 95/27476 


PCT 


10/19/1995 


198. 


WO 95/28944 


PCT 


11/02/1995 


199. 


WO 95/31182 


PCT 


1 1/23/1995 


200. 


WO 95/31964 


PCT 


11/30/1995 


201. 


WO 96/09814 


PCT 


04/04/1996 


202. 


WO 96/1 1745 


PCT 


06/24/1993 


203. 


WO 96/15814 


PCT 


, 05/30/1996 


204. 


WO 96/18388 


PCT 


06/20/1996 


205. 


WO 96/19197 


PCT 


06/27/1996 


206. 


WO 96/19198 


PCT 


06/27/1996 


207. 


WO 96/19199 


PCT 


06/27/1996 


208. 


WO 96/19968 


PCT 


07/04/1996 


209. 


WO 96/26746 


PCT 


09/06/1996 


210. 


WO 96/32149 


PCT 


10/17/1996 


211. 


WO 96/37399 


PCT 


03/14/1996 


212. 


WO 96/40068 


PCT 


12/19/1996 


213. 


WO 96/40277 


PCT 


12/19/1996 


214. 


WO 97/03649 


PCT 


02/06/1997 


215. 


WO 97/26863 


PCT 


07/31/1997 


216. 


WO 97/35562 


PCT 


10/02/1997 


217. 


WO 97/36574 


PCT 


10/09/1997 


218. 


WO 97/36578 


PCT 


10/09/1997 


219. 


WO 97/40819 


PCT 


11/06/1997 


220. 


WO 97/41833 


PCT 


11/13/1997 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 



Filed 
Page 


: July 3, 2003 
: 8 of 16 






221. 


WO 97/44012 


PCT 


11/27/1997 


222. 


WO 97/44013 


PCT 


11/27/1997 


223. 


WO 98/00111 


PCT 


01/08/1998 


224. 


WO 98/01161 


PCT 


01/15/1998 


225. 


WO 98/05302 


PCT 


02/12/1998 


226. 


WO 98/07414 


PCT 


02/26/1998 


227. 


WO 98/08519 


PCT 


03/05/1998 


228. 


WO 98/13031 


PCT 


04/02/1998 


229. 


WO 98/16205 


PCT 


04/23/1998 


230. 


WO 98/17257 


PCT 


04/30/1998 


231. 


WO 98/29097 


PCT 


07/09/1998 


232. 


WO 98/29098 


PCT 


07/09/1998 


233. 


WO 98/29099 


PCT 


07/09/1998 


234. 


WO 98/29140 


PCT 


07/09/1998 


235. 


WO 98/30207 


PCT 


07/16/1998 


236. 


WO 98/31346 


PCT 


07/23/1998 


237. 


WO 98/33480 


PCT 


08/06/1998 


238. 


WO 98/33487 


PCT 


08/06/1998 


239. 


WO 98/41188 


PCT 


09/24/1998 


240. 


WO 99/06026 


PCT 


02/11/1999 


241. 


WO 99/16419 


PCT 


04/08/1999 


242. 


WO 99/16420 


PCT 


04/08/1999 


243. 


WO 99/16421 


PCT 


04/08/1999 


244. 


WO .99/16422 


PCT 


04/08/1999 


245. 


WO 99/38493 


PCT 


08/05/1999 


246. 


WO 99/66903 


PCT 


12/29/1999 


247. 


WO 00/00176 


PCT 


01/06/2000 


248. 


WO 00/00215 


PCT 


01/06/2000 


249. 


WO 00/10541 


PCT 


03/02/2000 


250. 


WO 00/21594 


PCT 


04/20/2000 


251. 


WO 00/72904 


PCT 


12/07/2000 



Applicant : Thomas E. Tarara et al. 

Serial No. : 10/612,393 

Filed : July 3, 2003 

Page : 9 of 16 

252. 
253. 
254. 



WO 01/00263 PCT 
WO 01/13892 PCT 
WO 01/95874 PCT 



Attorney's Docket No.: 166 14-030001 



01/04/2001 
03/01/2001 
12/20/2001 



U.S. Published Patent Applications 

255. 2002/0052310 Edwards et al. 05/02/2002 

256. 2003/0068277 Vanbever et al. 09/15/1997 



Non-Patent References 

257. Ahlneck et al, "The Molecular Basis of Moisture Effects on the Physical and Chemical 
Stability of Drugs in the Solid State", Int. J. of Pharmaceuticals, 62:87-95 (1990) 

258. Altenbach et al.,"Ca2+ Binding to Phosphatidycholine Bilayers As Studied by Deuterium 
Magnetic Resonance. Evidence for the Formulation of a Ca2+ Complex with Two 
Phospholipid Molecules" Biochem. 23:3913-3920 (1984) 

259. Amidon, G.E., and Houghton, M.E., "Powder Flow Testing in Preformulation and 
Formulation Development" Pharm. Manuf., 2: 20-31 (1985) 

260. Babincova et al., "Dextran Enhances Calcium-Induced Aggregation of 
Phosphatidylserine Liposomes: Possible Implications for Exocytosis", Physiol. Res., 
48(4):3 19-321 (1999) 

26 1 . Ben-Jebria, Abdellaziz et al., "Large Porous Particles for Sustained Protection from 
Carbochol-Induced Bronchoconstriction in Guinea Pigs," Pharmaceutical. Res. Vol 16 
(no. 4),p.555-561 (1991) 

262. Borgstrom et al., "Lung Deposition of Budesonide Inhaled via Turbuhaler®: a 
comparison with terbutaline sulphate in normal subjects," Eur. Respir. J., p.69-73 (1994) 

263. Buckton et al., "The Use of Gravimetric Studies to Assess the Degree of Crystallinity of 
Predominantly Crystalline Powders", Int. J. of Pharm., 123:265-271 (1995) 

264. Buldt et al., "Neutron Diffraction Studies on Phosphatidylcholine Model Membranes", J. 
Mol. Biol. 123:673-691 (1979) 

265. Cevc, G, "Membrane Electrostatics" Biochim. Biophy. Acta., 1031(3):31 1-382 (1990) 



266. Dellamary et al., "Hollow Porous Particles in Metered Dose Inhalers", Pharm. Research 
17(2): 168-174(2000) 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 
Filed : July 3, 2003 
Page : 10 of 16 

267. DeYoung, "The AeroDose Multidose Inhaler Device Design and Delivery 
Characteristics", Respiratory Drug Delivery VI, pg. 91 (1998) 

268. Duzgunes et al., "Studies on the Mechanism of Membrane Fusion. Role of Head-Group 
Composition in Calcium- and Magnesium-Induced Fusion of Mixed Phospholipid 
Vesicles" Biochim. Biophy. Acta., 642:184-195 (1981) 

269. Ebara et al., "Interactions of Calcium Ions with Phospholipid Membranes" Langmuir, 
10:2267-2271 (1994) 

270. Edwards et al. Science, "Large Porous Particles for Pulmonary Drug Delivery,' 5 
276:1868-1871,(1997) 

271 . Eisenberg et al., "Absorption of Monovalent Cations to Bilayer Membranes Containing 
Negative Phospholipids" Biochem., 18(23):5213-5223 (1979) 

272. French et al., "The Influence of Formulation on Emission, Deaggregation and Deposition 
of Dry Powders for Inhalation," J. Aerosol. Sci., Vol. 27, No. 5, pp. 769-783 (1996) 

273. Goldbach et al., "Spray-Drying of Liposomes for a Pulmonary Administration I. 
Chemical Stability of Phospholipids", Drug Develop Inc. Pharm., 19(19):261 1-2622 
(1993) 

274. Gonda et al., "Characterization of hygroscopic inhalation aerosols" In: Particle Size 
Analysis, (Eds. N.G. Stanley- Wood, and T. Allen, Wiley Heyden Ltd., NY) pp. 31-43 
(1981) 

275. Gordon et al., "Ideal Copolymers and the Second-Order Transitions of Synthetic 
Rubbers. I. Non-Crystalline Copolymers", J. Appl. Chem., 2:493-500 (1952) 

276. Hancock et al., "Characteristics and Significance of the Amorphous State in 
-Pharmaceutical Systems", J. of Pharm. Sci., 86(1): 1-12 (1997) 

277. Hancock et al., "The Relationship Between the Glass Transition Temperature and the 
Water Content of Amorphous Pharmaceutical Solids", Pharm Res., 1 1(4):471-477 (1994) 

278. Harwood, C.F., "Compaction effect on flow property indexes for powders", J. Pharm. 
Sci., 60, 161-163,(1971) 

279. Hauser et al., "Comparative Structural Aspects of Cation Binding to Phosphatidylserine 
Bilayers", Biochim. Biophys. Acta., 813:343-346 (1985) 

280. Hauser et al., "Interactions of Divalent Cations with Phosphatidylserine Bilayer 
Membranes" Biochem., 23:34-41 (1984) 



281. 



Huster et al, "Investigation of Phospholipid Area Compression Induced by Calcium- 
Mediated Dextran Sulfate Interaction", Biophys. J., 77(2):879-887 (1999) 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 
Filed : July 3, 2003 
Page : 11 of 16 

282. Huster et al., "Strength of Ca(2+) Binding to Retinal Lipid Membranes: Consequences 
for Lipid Organization" Biophys. J. 89(6): 301 1-3018 (2000) 

283. Jacobson et al. "Phase Transitions and Phase Separations in Phospholipid Membranes 
Induced by Changes in Temperature, pH, and Concentration of Bivalent Cations" 
Biochem. 14(1):152-161 (1975) 

284. Kwon et al., "Calcium Ion Adsorption on Phospholipid Bilayers-Theoretical 
Interpretation" J. Jap. Oil Chem Soc. 43(l):23-30 (1994) 

285. Lis et al., "Adsorption of Divalent Cations to a Variety of Phosphatidylcholine Bilayers", 
Biochem. 20:1771-1777 (1981) 

286. Lis et al., "Binding of Divalent Cations to Dipalmitoylphosphatidylcholine and Its Effect 
on Bilayer Interaction", Biochem. 20: 1 76 1 - 1 770 ( 1 98 1 ) 

287. Millqvist-Fureby et al., "Surface Characterisation of Freeze-Dried Protein/Carbohydrate 
Mixtures", Int. J. Pharm. 191:103-1 14 (1999) 

288. Millqvist-Fureby et al., "Spray-Drying of Trypsin - Surface Characterization and Activity 
Preservation", Int. J. Pharm., 188:243-253 (1999) 

289. Muller, et al. "On the influence of molecular forces on the deformation of an elastic 
sphere and its sticking to a rigid plane", J. Colloid Interface Sci., 77:91 (1980) 

290. Mutterlein, et al., "New technology for generating inhalation aerosols — preliminary 
results with the piezoelectrical pocket-inhaler", J. Aerosol Med., 1:231 (1988) 

291 . Notter, R.H., "Physical Chemistry and Physiological Activity of Pulmonary Surfactants" 
In: Surfactant Replacement Therapy (Eds. Shapiro and Notter, Alan R. Liss Inc., New 
York) Chapter 2 pp. 19-71 (1989) 

292. Parasassi et al, "Calcium-Induced Phase Separation in Phospholipid Bilayers. A 
Fluorescence Anisotropy", Cellular and Molecul. Bio., 32(3):261-266 (1986) 

293. Pharmacopeial Previews, 22: 3065 (1996) 

294. Reboiras, M.D., "Activity Coefficients of CaCl 2 in the Presence of 
Dipalmitoylphosphatidylcholine-Phosphatidylinositol Vesicles in Aqueous Media", 
Bioelectrochemistry and Bioenergetics, 39:101-108 (1996) 

295. Rosen, "Surfactants and Interfacial Phenomena, Second Edition" John Wiley & Sons, 
New York, pp. 326-329 (1989) 

296. Roth et al., "Production of Hollow Spheres", Paragamon Press, Vol. 19, No. 7, pp. 939- 
942 (1998) 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 
Filed : July 3, 2003 
Page : 12 of 16 

297. Royall et al. 5 "Characterisation of Mixture Uptake Effects on the Glass Transitional 
Behaviour of an Amorphous Drug Using Modulate Temperature DSC", Int. J. Pharm., 
192:39-46(1999) 

298. Sacchetti et al., "Spray-Drying and Supercritical Fluid Particle Generation Techniques," 
Inhalation Aerosols: Physical and Biological Basis for Therapy, AJ. Hickey, ed. Marcel 
Dekkar, New York, Ch. 1 1, pg. 337 (1996) 

299. Satoh, Koichi, "Determination of Binding Constants of Ca2+, Na+, and CI- Ions to 
Liposomal Membranes of Dipalmitoylphosphatidylcholine at Gel Phase by Particle 
Electrophoresis", Biochem. Biophys. Acta 1239:239-248 (1995) 

300. Seddon, J.M., "Structure of the Inverted Hexagonal (HI 1) Phase, and Non-Lamellar 
Phase Transitions of Lipids", Biochem Biophys. Acta., 1031:1-69, in particular pp. 43-44 
and 49-50 (1990) 

301. Seelig, Joachim, "Handbook Met. - Ligand Interact. Biol. Fluids: Bioinorg. Chem., 
Section, Metal Ion Interaction with Lipids" pp. 698-706 (1995) 

302. Shah et al, "The Ionic Structure of Sphingomyelin Monolayers", Biochem Biophys. 
Acta., 135:184-187(1967) 

303. Shavnin et al., "Cholesterol Affects Divalent Cation-Induced Fusion and Isothermal 
Phase Transitions of Phospholipid Membranes" Biochem Biophys Acta., 946:405-416 
(1988) 

304. Simha et al., "On a General Relation Involving the Glass Temperature and Coefficients of 
Expansion of Polymers", J. Chem. Physics, 37(5): 1003-1007 (1962) 

305. Sugisaki et al, "Calorimetric Study of the Glassy State. IV. Heat Capacities of Glassy 
Water and Cubic Ice", Bulletin of the Chem. Soc. Of Japan, 41 :2591-2599 (1968) 

306. Tatulian, S.A., "Binding of Alkaline-Earth Metal Cations and Some Anions to 
Phosphatidylcholine Liposomes", Eur. J. Biochem., 170:413-420 (1987) 

307. Tatulian, S.A., "Evaluation of Divalent Cation Binding to Phosphatidylserine Membranes 
by an Analysis of Concentration Dependence Surface Potential", J. Colloid Interface 
Science, 175:131-137(1995) 

308. Verstraeten et al., "Effects of Al(3+) and Related Metals on Membrane Phase State and 
Hydration: Correlation with Lipid Oxidation", Arch. Biochem. Biophys., 375(2):340-346 
(2000) 

309. Whipps et al, "Growth of Calcium Monohydrate at Phospholipid Langmuir 
Monolayers"., J. Cryst. Growth, 1 92:243-249 (1 998) 



Applicant : Thomas E. Tarara et al. Attorney's Docket No.: 16614-030001 

Serial No. : 10/612,393 
Filed : July 3, 2003 
Page : 13 of 16 

310. Yamaguchi et al., "Adsorption of Divalent Cations onto the Membrane Surface of Lipid 
Emulsion" Colloids and Surface B: Biointerfaces, 5:49-55 (1995) 

311. Zarif et al., "Amphotericin B Cochleates as a Novel Oral Delivery System for the 
Treatment of Fungal Infections", Proceedings of the International Symp. on Controlled 
Release Bioactive Materials., pp. 964-965 (1999) 

Copies of U.S. Patents and U.S. Published Applications are not being provided per the 
waiver posted in the USPTO Official Gazette Notice of August 5, 2003 since the instant 
application was filed after June 30, 2003. 

The present U.S. Patent Application Serial No. 10/612,393, is a continuation of U.S. 
Patent Application Serial No. 09/886,296, filed June 21, 2001, which is a divisional of U.S. 
Patent Application Serial No. 09/219,736, filed December 22, 1998, which is a continuation of 
PCT Application Serial No. US98/20602, filed September 29, 1998, which is a continuation-in- 
part of U.S. Patent Application Serial No. 09/133,848, filed August 14, 1998 and now 
abondoned, which is a continuation-in-part of U.S. Patent Application Serial No. 09/106,932, 
filed June 29, 1998 and now abandoned, which claims benefit of U.S. Provisional Patent 
Application Serial No. 60/060,337, filed September 29, 1997. 

37 C.F.R. § 1.98(d) states that no copies of any patent, publication, pending U.S. 
application or other information as specified in paragraph (a) of this section, listed in an 
information disclosure statement is required to be provided if it was previously submitted or 
cited in an earlier application which is properly identified in the information disclosure statement 
and which is relied on for an earlier effective filing date under 35 U.S.C. 120. 

A copy of each of the Foreign Patents and Non-Patent References listed below is 
provided herewith, because these documents were not previously cited or submitted in the 
priority Applications set forth above. No copies of the other references listed above are required 
under 37 C.F.R. § 1.98(d). 



1 mm n a* J 




Sheet 1 of 14 

Ullvvl 1 VJA 1 » 


substitute Form U.S. Department of Commerce 

flvb&ifiecn iL. / Patent and Traripmark Offirja 

information Disclosure Statement 
by Applicant 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


(Use several sheets if necessary) 


Filing Date 


Group Art Unit 


(37 CFR§1 .98(b)) 


July 3, 2003 


1616 



U.S. Patent Documents 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Patentee 


Class 


Subclass 


Filing Date 
If Appropriate 




l 


2002/0052310 


05/02/2002 


FHwarH^ pt al 

LiUYVOlUS VI dl. 










2 


2003/0068277 


09/15/1997 


Vanhpvpr pt al 

V Olll/VVVl VI al. 










3 


3 014 844 


12/26/1961 


Thiel et al 










4 


3 812 854 


05/28/1974 


Mirhapl^ pt al 

ivuviiavio VI A I. 










5 


3 957 964 


05/18/1976 


Grim TIT 

VJ 1 1111 111 










6 


3 975 512 


08/17/1976 


I fine* Ir 










7 


4 161 516 


07/17/1997 

\J 1 1 l l l i / y / 


Bell 










o 

8 


4 180 593 


12/25/1979 

A A»/ £~+JI ISIS 


Oft Via n 

\_/Uiiaii 










9 


4,358,442 


1 1/09/1982 


Wirt7-Peir7 et al 

VT 11 Lt/ 1 VllXr VI al. 










1 ft 
10 


4,397,799 


08/09/1983 


PHcrren pt al 
i^ugivii vi al. 










11 


4 404 228 


09/13/1981 

\J s 1 1 J/ 170J 


i Innctprman e*t o 1 
v^-ivJUaiviiiialJ vl al. 










1 ^ 
12 


4 571 334 


02/18/1986 


VftcVii«a pt a! 
i Wollloa vl al. 










13 


4 590 206 


05/20/1986 


r\TTf*Ctf*T t*t al 

j/uiivoLCi vl al. 










14 


4 765 987 

• , / \JJ j7U / 


OS/91/1 Q8R 

V/O/ ^..7/ 1 700 


.DUlllv vl al. 










15 


4 818 542 


04/04/1989 

\J*TI \J*Vl 1707 


UCLyUtd vl al. 










16 


4 904 479 


02/27/1990 


Tllnm 

111U111 










17 


4 971 787 


1 1/20/1990 


OliPTiilnirlri pt al 
v-iivi UA.uiis.1 vl al. 










18 


4 995 385 


09/96/1 Q91 

\J£~I L,\JI 177 1 


V Clvillllll CI al. 










10 


5,011,678 


04/30/1991 


Wang et al. 










20 


5,032,585 


07/16/1991 


Lichtenberger 










21 


5,069,936 


12/03/1991 


Yen 










22 


5,118,494 


06/02/1992 


Schultz et al. 










23 


5,126,123 


06/30/1992 


Johnson 










24 


5,145,684 


09/08/1992 


Liversidge et al. 










25 


5,149,543 


09/22/1992 


Cohen et al. 










26 


5,173,298 


12/22/1992 


Meadows et al. 










27 


5,182,097 


01/26/1993 


Byron et al. 









Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 2 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR §1. 98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



U.S. Patent Documents 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Patentee 


Class 


Subclass 


Filing Date 
If Appropriate 




*y o 

28 


5 190 029 


03/02/1993 


Rvrnn pt al 

xj y i \ju v L ai. 










29 


5 202 159 


04/13/1996 


Phen et al 

v^iivii wi ai, 










30 


5,208,226 


05/04/1993 


Palmer 










"> i 
31 


5 225 183 


07/06/1993 


Purewal et al 










32 


5,230,884 


07/27/1993 


Evans et al 










33 


5 254 330 


10/19/1993 


franHprtnn pt al 
vjaiiuvi lull wl al. 










1 A 

34 


5 260 306 


11/09/1993 


RnarHman et al 
u \j ai ixi i ion vi ai. 










35 


5 262 405 


11/16/1993 

11/1 \JI Yssj 


frimH-Vaniip^ pt al 
vjiiwvi v auutL vi al. 










36 


5 284 656 


02/08/1994 


Plalv et al 

i idui vi ai. 










37 


5,299,566 


04/05/1994 


Davis et a! 










38 


5 306 483 


04/26/1994 


lvfautnne 

-iviauiuiiv 










39 


5 308 620 


05/03/1994 


Yen 










A A 

40 


5 348 730 


09/20/1994 


Orpenleaf pt al 
vjivviiivai, ci ai. 










41 


5 376 359 


12/27/1994 


Tr\Vincr\n 










42 


5 380 519 


01/10/1995 


^pHpiHpr pt al 
Oviiviuvi vl ui, 










43 


5 437 272 


08/01/1995 


Fiirnman 
l ui i una ii 










44 


5 451 569 


09/19/1995 


\A/rtTICT pt Q 1 

W Ullg vl al 










45 


5 470 885 


1 1/28/1995 


T^iiViinan pt al 
FUllIIlall CI al. 












5,474,759 


12/12/1995 


Fassberg et al. 










47 


5,490,498 


02/13/1996 


Faithfull, et al. 










48 


5,492,688 


02/20/1996 


Byrom et al. 










49 


5,506,203 


04/09/1996 


Backstrom et al. 










50 


5,518,709 


05/21/1996 


Sutton et al. 










51 


5,518,731 


05/21/1996 


Meadows 










52 


5,518,998 


05/21/1996 


Backstrom et al. 










53 


5,527,521 


06/18/1996 


Unger et al. 










54 


5,540,225 


07/30/1996 


Schutt 









Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 3 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1. 98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



U.S. Patent Documents 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Patentee 


Class 


Subclass 


Filing Date 
If Appropriate 




55 


5 542 935 


08/06/1996 

V/O/V/U/ 177U 


T Tn CTP>T pf ol 

UllgCl CI al. 










56 


5 547 6^56 


08/20/1 0Q6 
wo/ A\jf i yy\j 


Unger 










57 


5 562 608 

■J ,JUL,UUO 


10/08/1996 


OC&lllb CI al. 










58 


5 569 448 


10/19/1996 
iv/17/1 77 u 


W UllgC CI al. 










59 


5 569 450 


10/20/1 006 

IV// Z.J7/ I77U 


Uuall CI al. 










60 


5 580 575 


12/03/1006 

\.A,l\Jjl 177U 


ungcr ci al. 










61 


5 605 67^ 


02/7S/1007 
iyy i 


ocnuii ci di. 










62 


5 605 674 


07/7S/1 007 
ldi iyy i 


r UieWal ci al. 










63 


5 612 051 


03/18/1007 


.DalLllWal 










64 


5 616 311 


04/01/1007 

v/*t/ V/ 1 / iyy i 


Vpn 
I CI1 










65 


5 635 159 


06/03/1007 


ru l^U Cl al. 










66 


5 635 161 


06/03/1007 

UU/uj/ 177 / 


/\ujei ei at. 










67 


5 648 095 


07/1 5/1007 

U / / 1 J/ 1 77 / 


ilium Cl al. 










68 


5 653 961 


08/0S/1007 

V/O/ V«7/ 1 77 / 


IVlVvrNaiiy Cl al. 










69 


5 653 962 


08/0S/10Q7 

V/O/ VJ Ol 1 77 / 


/\KCniUal Cl al. 










70 


5 654 007 


08/0S/1007 

V/O/ V7«7/ 1 77 / 


jonruson ci al. 










71 


5 655 S21 


OR/1 7/1QQ7 

\JOf 1Z/ 177 / 


PToitVifiill of ol 

r alllllUll Cl al. 










72 


S 907 


OS/1 7/1007 

UO/ IZLI 1.77 / 


Bernstein et al. 










ID 


5,658,549 


08/19/1997 


Akehurst et al. 










74 


5,659,297 


08/19/1997 


Tatavoosian 










75 


5,667,808 


09/16/1997 


Johnson et al. 










76 


5,667,809 


09/16/1997 


Trevino et al. 










77 


5,673,686 


10/07/1997 


Villax et al. 










78 


5,674,471 


10/07/1997 


Akehurst et al. 










79 


5,674,472 


10/07/1997 


Akehurst et al. 










80 


5,674,473 


10/07/1997 


Purwal et al. 










81 


5,676,929 


10/14/1997 


Akehurst et al. 









Examiner Signature • 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 4 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 
July 3, 2003 


Group Art Unit 
1616 



U.S. Patent Documents 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Patentee 


Class 


Subclass 


Filing Date 
If Appropriate 




82 


5 681 545 


10/28/1997 

1 \Jf Of 1 ✓ J 1 


PiiT"\x/a1 pt al 
ruiwal Cl al. 










83 


5 683 676 


11/04/1997 


Alfpfinrct pt al 
^vivciiuioi ci al. 










O A 

84 


5 683 677 


11/04/1997 


Pnrwal Pt al 
i Ui wol ci al. 










85 


5 688 782 


1 1/18/1QQ7 

11/10/177/ 


Mpalp pt al 










86 


5 690 954 


1 1/25/1997 


in mil 










87 


5 695 743 


12/09/1997 


Pnrpwal pt al 
rUlCWdl Cl al. 










o o 

88 


5 695 744 


12/09/1997 

l x./ \J y 1 kJ7l 


NpoIp pt al 
i>caic ci al. 










89 


5 698 537 


12/16/1997 


Pnicc 










90 


5 707 352 


01/1 V19Q8 

V71/ 1-7/ 1770 


QpVinc pf al 
OCJU115 Cl al. 










91 


5 707 644 


01/13/1998 

V/ 1 / 1 J/ 1 7 7 O 


Tllnm 
in mil 










92 


5 718 222 


02/17/1998 

V/Z./ 1 // 1770 


T IavH pt al 

i^iuyu ci al. 










93 


5 718 921 


02/17/1998 

\J t*l 1 / / 1770 


lV^atriirtwit^ pt al 
iviailliu WllZf, Cl al. 










94 


5 720 940 


02/24/1 008 

V7Z./ Z.*T/ 1 770 


MiifPYx/al pt al 
rUlCWdl Cl al. 










95 


5 724 957 


03/1 0/1 998 

V/ J/ lv/ 1 770 


PurtcaTriPTi pt q 1 
JVUDoaincn Cl al. 










96 


5 725 841 


03/10/1998 

V/J/ 1 W/ 1770 


Thian pt al 
l7llall Cl al. 










97 


5 725 871 


03/10/1998 

\J~Jl IV/ 1770 


Tllnm 
in mil 










98 


5 735 263 


04/07/1 9Q8 

v t / v / / 1 7 7 O 


PnKcampn pt q 1 
JVUDadinCIl Cl al. 










99 


5 736 124 


04/07/1008 

\/*t/ V / / 1 770 


/\KCnUibl cl al. 










i nn 


5,741,478 


04/21/1998 


Osborne et al. 










101 


5,741,522 


04/21/1998 


Violante et al. 










102 


5,743,250 


04/28/1998 


Gonda et al. 










103 


5,743,252 


04/28/1998 


Rubsamen et al. 










104 


5,744,123 


04/28/1998 


Akehurst et al. 










105 


5,744,166 


04/28/1998 


Ilium 










106 


5,747,001 


05/05/1998 


Widemann et al. 










107 


5,747,445 


05/05/1998 


Backstrom et al. 










108 


5,755,218 


05/26/1998 


Johansson et al. 









Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant 



Substitute Disclosure Form (PTO-1449) 



Sheet 5 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 
July 3, 2003 


Group Art Unit 

1616 



U.S. Patent Documents 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Patentee 


Class 


Subclass 


Filing Date 
If Appropriate 






5,756,104 


05/26/1998 


de Haan et al 

\*W 11UU11 W lr Ul> 










1 1 ri 


5,766,573 


06/16/1998 


Purewal et al 










111 
in 


5,770,187 


06/23/1998 


Hasebe et al 










110 
i \i 


5,770,222 


06/23/1998 


Unger et al. 










i ii 


5,770,559 


06/23/1998 


Manning et al. 










1 14 


5,770,585 


06/23/1998 


Kaufman et al 










1 1 c 

l id 


5,776,496 


07/07/1998 


Viol ante et al 










1 1 c 

1 lo 


5,804,212 


09/08/1998 


Ilium 











1 1 *7 
11/ 


5,811,406 


09/22/1998 


Szoka Jr et al 










1 1 C 

Ho 


5,814,607 


09/29/1998 


Patton 










1 1 o 

l ly 


5,817,293 


10/06/1998 


Alcehurst et al 










i in 


5,820,883 


10/13/1998 


Tice et al 

X XVV vl Uli 










1 1 1 
121 


5,829,435 


11/03/1998 


RnVwampn 










i ii 

122 


5,830,430 


11/03/1998 


T Tnppr pt al 










i ii 
123 


5,830,853 


11/03/1998 


RarlcQtrnm pt al 










i i/i 
124 


5,853,698 


12/29/1998 


Stranh pt al 










1 1C 

125 


5,853,752 


05/29/1998 


T Tnopr pt al ■ 

vJiltiVl vl all 










1 IjT 

126 


5 853 763 


12/29/1998 


Tlpp pf ol 

x ivv VI al. 












5,855,913 


01/05/1999 


Hanes et al. 










128 


5,856,367 


01/05/1999 


Barrows et al. 










129 


5,858,784 


01/12/1999 


Debs et al. 










130 


5,863,554 


01/26/1999 


Ilium 










131 


5,874,063 


02/23/1999 


Briggner et al. 










132 


5,874,064 


02/23/1999 


Edwards et al. 










133 


5,891,844 


04/06/1999 


Hafher 










134 


5,898,028 


04/27/1999 


Jensen et al. 










135 


5,925,334 


07/20/1999 


Rubin et al. 









Examiner Signature 

... 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 6 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1. 98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



U.S. Patent Documents 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Patentee 


Class 


Subclass 


Filing Date 
If Appropriate 




136 


5,955,143 


09/21/1999 


WTieatlev 

m iivuviv y 










137 


5 985 309 


11/16/1999 

lilt V// X. S J J 


KdwarHs pt al 

ivUWOlUo Wl Al. 










13o 


5,994,318 


11/30/1999 


Crould-FnffeHtp al 

VJUUIU L W CL^l 1 l\s \s I Ul. 










139 


6017310 


01/25/2000 


Tohnsnn et al 










1 AC\ 

140 


6 019 968 


02/01/2000 


Platz et al 

x iauj w v ai. 










1 A 1 

141 


6 041 777 


03/28/2000 


Faithful 

a aiuiiui 












6,048,546 


04/11/2000 


Sasaki et al. 










143 


6,051,259 


04/18/2000 


Johnson et al. 










144 


6,068,600 


05/30/2000 - 


Johnson et al. 










145 


6,086,376 


07/11/2000 


Moussa et al. 










146 


6,113,948 


09/05/2000 


Heath et al. 










147 


6,116,237 


09/12/2000 


Schultz et al. 










148 


6,129,934 


10/10/2000 


Etan et al. 










149 


6,165,508 


12/26/2000 


Tracy et al. 










150 


6,416,739 


07/09/2002 


Rogerson et al. 









Foreign Patent Documents or Published Foreign Patent Applications 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Country or 
Patent Office 


Class 


Subclass 


Translation 


Yes 


No 




151 


AU 714998 


11/19/1997 


Australia 












152 


CA 2036844 


08/23/1991 


Canada 












153 


CA 2136704 


05/28/1995 


Canada 












154 


EP 0655237 


05/31/1995 


Europe 












155 


EP 0274431 * 


07/13/1988 


Europe 












156 


EP 0372777 


06/13/1990 


Europe 












157 


EP 0391896 


03/02/1994 


Europe 












158 


EP 0493437 


08/02/1995 


Europe 












159 


EP 0499344 


10/11/1995 


Europe 












160 


EP 0513127 


07/19/1995 


Europe 










Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 7 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



Foreign Patent Documents or Published Foreign Patent Applications 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Country or 
Patent Office 


Class 


Subclass 


Translation 


Yes 


NO 




161 


bF Uj3ozU4 


A/1 /AA/1 QQ/I 

U4/uo/iyy4 


Europe 












162 


bF U530Z3.) 


A 1 A A*7 


Europe 












163 


ri) AC3AC10 


1 o /i a/1 nno 

iz/3U/iyyo 


Europe 












164 


bF 0553295 


i i /n/i AA/i 

1 1/17/1994 


Europe 












165 


"CD ACC£'1 C£. 

bF 0556256 


ao /i A/i nnc 

08/30/1995 


Europe 












166 


"CD ACQT7AA 

bF ujo/ /yu 


A1 /A'S /I Oft£ 

01/03/1996 


Europe 












167 


bF Ujoooy / 


AO /OC/1 OA/: 

uz/zo/ iyyo 


Europe 




• 








168 


"ED HAA^^TO 

bF UoUjj /o 


A1 /I A/1 AA/C 

ui/iu/iyyo 


Europe 












169 


"CD A£ 1 1 CAT 


AO /T/l /I AA/I 


Europe 












170 


br Uolo525 


AA /T7 / 1 A A C 

oy/2 //iyy5 


Europe 












171 


bF U(O320j 


AC /1 *? /1 AAC 

05/i//iyy5 


Europe 












172 


"CD A^C^TJl 

bF Uo5523 / 


AC /I 1 /I AAC 

05/3i/iyy5 


Europe 












173 


T7D A£C£OA£ 

bF UoDuzUo 


AA /AT/1 AAC 

uo/u //iyy5 


Europe 












174 


CD A£CQ 1 A 1 

bF UOjoIUI 


A/T/i i /i AAC 

uo/zi/iyy5 


Europe 












175 


JF U303oj92 


A^ /I A /I AA 1 

02/iy/iyyi 


Japan 












176 


T TV lA^CZTCA 

UK 2065659 


AT /A 1 /1 no 1 

07/01/1981 


United Kingdom 












177 


WO 91/040H 


04/04/199 1 


PCT 












178 


WO 91/047 15 


f\ A / I O / I AA1 

04/18/1991 


PCT 












179 


WD 01/111 7^ 

WW 7 1/111 ID 


08/08/1001 
UO/UO/ 1^7 1 














180 


WO 91/12823 


09/05/1991 


PCT 












181 


WO 91/16444 


10/31/1991 


PCT 












182 


WO 91/16882 


11/14/1991 


PCT 












183 


WO 92/00107 


01/09/1992 


PCT 












184 


WO 92/1 1050 


07/09/1992 


PCT 












185 


WO 92/14444 


09/03/1992 


PCT 












186 


WO 92/18164 


10/29/1992 


PCT 












187 


WO 93/11744 


06/24/1993 


PCT 











Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant 



Substitute Disclosure Form (PTO-1449) 



Sheet 8 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1. 98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 
10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



Foreign Patent Documents or Published Foreign Patent Applications 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Country or 
Patent Office 


Class 


Subclass 


Translation 


Yes 


No 




188 


nr/"\ m/i t n a c 

WO 93/1 1745 


C\r t*\ a fi aai 

06/24/1993 


PCT 












189 


WO 93/14172 


f\n /i^/i aai 

07/22/1993 


PCT 












190 


11 7/"^ C\A lf\A 1 11 

WO 94/04133 


A1 /Al / 1 f\f\ A 

03/03/1994 


PCT 












191 


117/"\ f\A /AO CC1 

WO 94/08552 


f\A /O O / 1 A A A 

04/28/1994 


PCT 












192 


WO 94/08627 


A A O / 1 C\f\ A 

04/28/1994 


PCT 












193 


117/"V C\ C lf\f\ 1 1 0 

WO 95/00128 


01/05/1995 


PCT 












194 


11 7 (~\ A C lf\ C 1 C\A 

WO 95/05194 


02/23/1995 


PCT 












195 


ii7/^\ nc/i ct 1 o 

WO 95/15118 


AZT/AO / 1 AAC 

06/08/1995 


PCT 












196 


IT T f~\ f\C /I T1 Ac 

WO 95/17195 


06/29/1995 


PCT 












197 


WO 95/23613 


09/08/1995 


PCT 












198 


it t/^\ r\c /*> a o r\<~\ 

WO 95/24892 


09/21/1995 


PCT 












199 


WO 95/27476 


10/19/1995 


PCT 












200 


WO 95/28944 


H/02/1995 


PCT 












201 


n7y\ AC/1 1 1 Ol 

WO 95/31182 


11/23/1995 


PCT 












202 


11 T f\ AC/1 

WO 95/31964 


11/30/1995 


PCT 












203 


"XI 7f\ A^ /AAO 1 A 

WO 96/09814 


04/04/1996 


PCT 












204 


WO 96/ ll 745 


06/24/1993 


PCT 












205 


WO 96/15814 


05/30/1996 


PCT 












206 


WO OA/1 8388 


v/o/zu/ iyyo 














207 


WO 96/19197 


06/27/1996 


PCT 












208 


WO 96/19198 


06/27/1996 


PCT 












209 


WO 96/19199 


06/27/1996 


PCT 












210 


WO 96/19968 


07/04/1996 


PCT 












211 


WO 96/26746 


09/06/1996 


PCT 












212 


WO 96/32149 


10/17/1996 


PCT 












213 


WO 96/37399 


03/14/1996 


PCT 












214 


WO 96/40068 


12/19/1996 


PCT 











Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 9 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



Foreign Patent Documents or Published Foreign Patent Applications 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Country or 
Patent Office 


Class 


Subclass 


Translation 


Yes 


No 




215 


W U y 0/4UZ / / 


17/1 0/1 OOA 

iz/iy/ iyyo 


DPT 












216 


WU y f/vjOHy 


n7/nA/ioo7 
uz/uo/ iyy / 


DPT 












217 


wn qi/i&r&i 
w\j y //zooOj 


A7/-I 1 /1QQ7 

u //3 1/ iyy / 


PPT 












218 


wn Q7/i ^/;7 
WU y lljjjoZ 


1 a/ao/1 om 

lu/uz/iyy / 


"DPT 

rul 












219 


WU y //jOj /4 


iu/uy/iyy / 


dpt 
rul 












220 


Wn Q7/7A^7Q 
WU y //30j /o 


1 A/AO /I OQ7 

iu/uy/iyy / 


dpt 












221 


WO Qlld(\9. 1 O 


1 1 /n^/1007 
i i/uo/ iyy / 


DPT 












222 


Wn 07/41 Q77 


1 1/17/1 007 

1 1/13/ iyy / 


DPT 












223 


Wn Q7/44fi1 7 


1 1 /77/1 007 

1 l/Z // iyy / 


DPT 












224 


wn Q7M/ini i 
WU y //hhKjIj 


' 1 1 /77/1 Q07 

1 l/Z II iyy f 


DPT 

rUl 












225 


wn oc/aai 1 1 

WU Vo/UUl 1 1 


ai /aq/1 nno 
Ul/Uo/lyyo 


"OPT 

PCI 












226 


Wn QQ/Pll 1 A1 

wu ys/ui loi 


A1 /I C/1QOO 

ui/i j/iyyo 


DPT 

rCl 












227 


wn qc/a^ , 3A7 

WU yo/l03UZ 


AT/1 0/1 OQO 

uz/ iz/iyy© 


TJPT 

rul 












228 


Wn QS/A7/1 1 /l 
WU yo/U/414 


Ao/o^/i ono 

uz/z o/iyyo 


T>PT 
PCI 












229 


wn oo/aq^ 1 o 


Al /A^/1 AOO 

U3/U!>/iyy5 


T>PT 

PCT 












230 


Wn QO/1 1 

WU Vo/l 3U3 1 


A/i /ai /i nno 
04/UZ/ly9o 


PCT 












231 


wn oq/i/cia< 
WU yo/lOZUj 


A/i /T3 /1 nno 
U4/Z3/199o 


T»PT 

PCT 












232 


WU yo/i /ZD 1 


A/1 /I A/1 AAO 

04/30/1998 


T4PT 

PCT 












233 


WO 98/29097 


07/09/1 9Q8 


DPT 
IV 1 












234 


WO 98/29098 


07/09/1998 


PCT 












235 


WO 98/29099 


07/09/1998 


PCT 












236 


WO 98/29140 


07/09/1998 


PCT 












237 


WO 98/30207 


07/16/1998 


PCT 












238 


WO 98/31346 


07/23/1998 


PCT 












239 


WO 98/33480 


08/06/1998 


PCT 












240 


WO 98/33487 


08/06/1998 


PCT 












241 


WO 98/41188 


09/24/1998 


PCT 











Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant 



Substitute Disclosure Form (PTO-1449) 



Sheet 10 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1. 98(b)) 


Attorney's Docket No. 
16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



Foreign Patent Documents or Published Foreign Patent Applications 


Examiner 
Initial 


Desig. 
ID 


Document 
Number 


Publication 
Date 


Country or 
Patent Office 


Class 


Subclass 


Translation 


Yes 


No 




242 


WU 99/06020 


ai / i i /i nnn 
02/1 1/1999 


PCT 












243 


ii7/"\ nn/1 £.a i A 

WO 99/16419 


l\A /AO It AAA 

04/08/1999 


PCT 












244 


ii/fv nn/i /ZA^f\ 

WO 99/16420 


f\A /AO It AAA 

04/08/1999 


PCT 












245 


\i r/""\ a a it £. a *\ 1 

WO 99/16421 


f\A lf\0 it f\f\f\ 

04/08/1999 


PCT 












246 


ii7/~\ nn/i ca^^ 

WO 99/16422 


f\ A ff\o it AAA 

04/08/1999 


PCT 












247 


WO 99/38493 


AO lf\C It C\C\C\ 

08/05/1999 


PCT 












248 


WO QQ/66Q01 


1 9/?Q/1QQQ 
idLi z.yi wyyy 


PPT 












249 


WO 00/00176 


01/06/2000 


PCT 












250 


WO 00/002 15 


01/06/2000 


PCT 












251 


WO 00/10541 


03/02/2000 


PCT 












252 


WO 00/21594 


04/20/2000 


PCT 












253 


WO 00/72904 


12/07/2000 


PCT 












254 


WO 01/00263 


01/04/2001 


PCT 












255 


WO 01/13892 


03/01/2001 


PCT 












256 


WO 01/95874 


12/20/2001 


PCT 













Dther Documents (include Author, Title, Date, and Place of Publication) 


Examiner 
Initial 


Desig. 
ID 


Document 




257 


Ahlneck et al., "The Molecular Basis of Moisture Effects on the Physical and Chemical Stability of 
Drugs in the Solid State", Int. J. of Pharmaceuticals, 62:87-95 (1990) 




258 


Altenbach et al.,"Ca2+ Binding to Phosphatidycholine Bilayers As Studied by Deuterium Magnetic 
Resonance. Evidence for the Formulation of a Ca2+ Complex with Two Phospholipid Molecules" 
Biochem 23:3913-3920 (1984) 




259 


Amidon, G.E., and Houghton, M.E., "Powder Flow Testing in Preformulation and Formulation 
Development" Pharm. Manuf., 2: 20-3 1 (1985) 




260 


Babincova et al., "Dextran Enhances Calcium-Induced Aggregation of Phosphatidylserine \ 
Liposomes: Possible Implications for Exocytosis", Physiol Res., 48(4):319-321 (1999) 



Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 11 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 
July 3, 2003 


Group Art Unit 

1616 



< 


Dther Documents (include Author, Title, Date, and Place of Publication) 


Examiner 
Initial 


Desig. 
ID 


Document 




261 


Ben-Jebria, Abdellaziz et al., "Large Porous Particles for Sustained Protection from Carbochol- 
Induced Bronchoconstriction in Guinea Pigs," Pharmaceutical. Res. Vol 16 (no. 4), p.555-561 
(1991) 




262 


Borgstrom et al., "Lung Deposition of Budesonide Inhaled via Turbuhaler®: a comparison with 
terbutaline sulphate in normal subjects," Eur. Respir. J., p.69-73 (1994) 




263 


Buckton et al., "The Use of Gravimetric Studies to Assess the Degree of Crystallinity of 
Predominantly Crystalline Powders", Int. J. of Pharra, 123:265-271 (1995) 




264 


Buldt et al., "Neutron Diffraction Studies on Phosphatidylcholine Model Membranes", J. Mol. Biol. 
123:673-691 (1979) 




265 


Cevc, G., "Membrane Electrostatics" Biochira Biophy. Acta., 1031(3):31 1-382 (1990) 




266 


Dellamary et al, "Hollow Porous Particles in Metered Dose Inhalers", Pharra Research 17(2): 168- 
174(2000) 




267 


DeYoung, "The AeroDose Multidose Inhaler Device Design and Delivery Characteristics", 
Respiratory Drug Delivery VI, pg. 9 1 ( 1 998) 




268 


Duzgunes et al., "Studies on the Mechanism of Membrane Fusion. Role of Head-Group 
Composition in Calcium- and Magnesium-Induced Fusion of Mixed Phospholipid Vesicles" 
Biochim. Biophy. Acta., 642:184-195 (1981) 




269 


Ebara et al., "Interactions of Calcium Ions with Phospholipid Membranes" Langmuir, 10:2267-2271 
(1994) 




z /u 


Edwards et al. Science, "Large Porous Particles for Pulmonary Drug Delivery," 276:1868-1871, 




271 


Eisenberg et al., "Absorption of Monovalent Cations to Bilayer Membranes Containing Negative 
Phospholipids" Biochera, 18(23):5213-5223 (1979) 




272 


French et al, "The Influence of Formulation on Emission, Deaggregation and Deposition of Dry 
Powders for Inhalation," J. Aerosol. Sci., Vol. 27, No. 5, pp. 769-783 (1996) 




273 


Goldbach et al., "Spray-Drying of Liposomes for a Pulmonary Administration I. Chemical Stability 
of Phospholipids", Drug Develop Inc. Pharra, 19(19):261 1-2622 (1993) 




274 


Gonda et al., "Characterization of hygroscopic inhalation aerosols" In: Particle Size Analysis, (Eds. 
N.G. Stanley- Wood, and T. Allen, Wiley Heyden Ltd., NY) pp. 31-43 (1981) 



Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 12 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



< 


Dther Documents (include Author, Title, Date, and Place of Publication) 


Examiner 
Initial 


Desig. 
ID 


Document 




L lj 


Gordon et al., "Ideal Copolymers and the Second-Order Transitions of Synthetic Rubbers. I. Non- 
i^rystaiune copolymers , J. Appi. unem., z:4yioUu (lyjZ) 




L /O 


Hancock et al., "Characteristics and Significance of the Amorphous State in Pharmaceutical 
oysiems , j. 01 rnarm. oci., 00^1 j.i-iz {lyy I) 




HI 


Hancock et al, "The Relationship Between the Glass Transition Temperature and the Water Content 
oi Amorpnous rnarmaceutical bonds , rnarm Kes., 1 1(4):47 1-477 (1994) 




Ho 


Harwood, C.F., "Compaction effect on flow property indexes for powders", J. Pharm. Sci., 60, 161- 

10.5, (IV/ 1 ) 




279 


Hauser et al., "Comparative Structural Aspects of Cation Binding to Phosphatidylserine Bilayers", 
Biochim. Biophys. Acta., 813:343-346 (1985) 




280 


Hauser et al, "Interactions of Divalent Cations with Phosphatidylserine Bilayer Membranes" 
Biochenx, 23:34-41 (1984) 




281 


Huster et al., "Investigation of Phospholipid Area Compression Induced by Calcium-Mediated 
Dextran Sulfate Interaction", Biophys. J., 77(2):879-887 ( 1999) 




282 


Huster et al., "Strength of Ca(2+) Binding to Retinal Lipid Membranes: Consequences for Lipid 
Organization" Biophys. J. 89(6): 301 1-3018 (2000) 




283 


Jacobson et al. "Phase Transitions and Phase Separations in Phospholipid Membranes Induced by 
Changes in Temperature, pH, and Concentration of Bivalent Cations" Biochenx 14(1): 152-161 
(1975) 




284 


Kwon et al, "Calcium Ion Adsorption on Phospholipid Bilayers-Theoretical Interpretation" J. Jap. 
Oil Chem Snr 4V1 V?V*0 nQQ4^ 




285 


Lis et al., "Adsorption of Divalent Cations to a Variety of Phosphatidylcholine Bilayers", Biochem. 
20:1771-1777(1981) 




286 


Lis et al., "Binding of Divalent Cations to Dipalmitoylphosphatidylcholine and Its Effect on Bilayer 
Interaction", Biochenx 20:1761-1770 (1981) 




287 


Millqvist-Fureby et al., "Surface Characterisation of Freeze-Dried Protein/Carbohydrate Mixtures", 
Int. J. Pharm. 191:103-114(1999) 




288 


Millqvist-Fureby et al., "Spray-Drying of Trypsin - Surface Characterization and Activity 
Preservation", Int. J. Pharm., 188:243-253 (1999) 



Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 13 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al. 


Filing Date 
July 3, 2003 


Group Art Unit 

1616 



( 


Dther Documents (include Author, Title, Date, and Place of Publication) 


Examiner 
Initial 


Desig. 

in 
IU 


Document 






Muller, et al. "On the influence of molecular forces on the deformation of an elastic sphere and its 
sticicing to a rigid plane , J. Colloid Interlace bci., 77:91 (1980) 




290 


Mutterlein, et al., "New technology for generating inhalation aerosols — preliminary results with the 
piezoelectrical pocket-inhaler", J. Aerosol Med., 1 :23 1 (1988) 




291 


Notter, R.H., "Physical Chemistry and Physiological Activity of Pulmonary Surfactants" In: 
Surfactant Replacement Therapy (Eds. Shapiro and Notter, Alan R. Liss Inc., New York) Chapter 2 

pp. iy-/l (iyoy) 




292 


Parasassi et al., "Calcium-Induced Phase Separation in Phospholipid Bilayers. A Fluorescence 
Anisotropy", Cellular and Molecul. Bio., 32(3):261-266 (1986) 




293 


rnarmacopeial rre views, 22: 3065 (1996) 




294 


Reboiras, M.D., "Activity Coefficients of CaCl 2 in the Presence of Dipalmitoylphosphatidylcholine- 
Phosphatidylinositol Vesicles in Aqueous Media", Bioelectrochemistry and Bioenergetics, 39:101- 
iuo (lyyoj 




295 


Rosen, "Surfactants and Interfacial Phenomena, Second Edition" John Wiley & Sons, New York, pp. 
326-329(1989) 




296 


Roth et al, "Production of Hollow Spheres", Paragamon Press, Vol. 19, No. 7, pp. 939-942 (1998) 




297 


Royall et al., "Characterisation of Mixture Uptake Effects on the Glass Transitional Behaviour of an 
Amorphous Drug Using Modulate Temperature DSC", Int. J. Pharra, 192:39-46 (1999) 




298 


odccneui ei ai., opray-urying ana oupercnticai rluid r article Oeneration lecnniques. Inhalation 
Aerosols: Physical and Biological Basis for Therapy, A.J. Hickey, ed. Marcel Dekkar, New York, 
Ch. ll,pg. 337 (1996) 1 




299 


Satoh, Koichi, "Determination of Binding Constants of Ca2+, Na+, and CI- Ions to Liposomal . 
Membranes of Dipalmitoylphosphatidylcholine at Gel Phase by Particle Electrophoresis", Biochem. 
Biophys. Acta 1239:239-248 (1995) 




300 


Seddon, J.M., "Structure of the Inverted Hexagonal (HI 1) Phase, and Non-Lamellar Phase 
Transitions of Lipids", Biochem Biophys. Acta., 103 1 : 1-69, in particular pp. 43-44 and 49-50 (1990) 




301 


Seelig, Joachim, "Handbook Met. - Ligand Interact. Biol. Fluids, Bioinorg. Chem., Section, Metal 
Ion Interaction with Lipids" pp. 698-706 (1995) 



Examiner Signature 


Date Considered 


EXAMINER: Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



Sheet 14 of 14 



Substitute Form PTO-1449 U.S. Department of Commerce 
(Modified) Patent and Trademark Office 

Information Disclosure Statement 
by Applicant 

(Use several sheets if necessary) 

(37 CFR§1 .98(b)) 


Attorney's Docket No. 

16614-030001 


Application No. 

10/612,393 


Applicant 

Thomas E. Tarara et al 


Filing Date 

July 3, 2003 


Group Art Unit 

1616 



1 


Dther Documents (include Author, Title, Date, and Place of Publication) 


Examiner 
Initial 


Desig. 
ID 


Document 






Shah et al, "The Ionic Structure of Sphingomyelin Monolayers", Biochem Biophys. Acta., 135:184- 

15/ (lVO/) 




303 


Shavnin et al, "Cholesterol Affects Divalent Cation-Induced Fusion and Isothermal Phase 
Transitions of Phospholipid Membranes" Biochem Biophys Acta., 946:405-416 (1988) 




304 


Simha et al., "On a General Relation Involving the Glass Temperature and Coefficients of Expansion 
of Polymers", J. Chem. Physics, 37(5): 1003-1007 (1962) 




305 


Sugisaki et al., "Calorimetric Study of the Glassy State. IV. Heat Capacities of Glassy Water and 
Cubic Ice", Bulletin of the Chem. Soc. Of Japan, 41:2591-2599 (1968) 




306 


Tatulian, S.A., "Binding of Alkaline-Earth Metal Cations and Some Anions to Phosphatidylcholine 
Liposomes", Eur. J. Biochem., 170:413-420 (1987) 




307 


Tatulian, S.A., "Evaluation of Divalent Cation Binding to Phosphatidylserine Membranes by an 
Analysis of Concentration Dependence Surface Potential", J. Colloid Interface Science, 175:131-137 
(1995) 




308 


Verstraeten et al., "Effects of Al(3+) and Related Metals on Membrane Phase State and Hydration: 
Correlation with Lipid Oxidation", Arch. Biochem. Biophys., 375(2):340-346 (2000) 




309 


Whipps et al., "Growth of Calcium Monohydrate at Phospholipid Langmuir Monolayers"., J. Cryst. 
Growth, 192:243-249 (1998) 




310 


Yamaguchi et al., "Adsorption of Divalent Cations onto the Membrane Surface of Lipid Emulsion" 
Colloids and Surface B: Biointerfaces, 5:49-55 (1995) 




311 


Zarif et al., "Amphotericin B Cochleates as a Novel Oral Delivery System for the Treatment of 
Fungal Infections", Proceedings of the International Symp. on Controlled Release Bioactive 
Materials., pp. 964-965 (1999) 



Examiner Signature 


Date Considered 


EXAMINER. Initials citation considered. Draw line through citation if not in conformance and not considered. Include copy of this form with 
next communication to applicant. 



Substitute Disclosure Form (PTO-1449) 



